C. Remarks 



The claims are 12, 15, 16, 19 and 20, with claim 12 being the sole 
independent claim. Reconsideration of the present claims is respectfully requested. 

Claims 12, 15, 16, 19 and 20 remain rejected under 35 U.S.C. §102(e) as 
allegedly anticipated by or, in the alternative, under 35 U.S.C. § 103(a) as allegedly being 
obvious over Stroh (U.S. Patent No. 6,020,003). Applicants respectfully traverse this 
rejection. At the outset, Applicants note that the Examiner's various quotations of the 
MPEP represent an accurate statement of the law surrounding the patentability of product 
by process claims. However, Applicants respectfully submit that the Examiner fails to 
properly apply that law to the present claims. 

According to MPEP §2113, "the structure implied by the process steps 
should be considered when assessing patentability" especially where "the manufacturing 
process steps would be expected to impart distinctive structural characteristics to the final 
product." In the present invention, the process of subliming solvent from a composition in 
the solid state creates a unique network which would readily be recognized by one of 
ordinary skill in the art and which has a lower density and is more porous than the 
networks created by other processes, such as spray drying. By the process of sublimation, 
the volume of the composition before and after drying is the same. Therefore, the dried 
network is light and porous, much like cotton candy as opposed to a sugar cube. It is this 
porous structure that makes the dosage form so effectively fast dispersing. Whereas other 
networks generally need heating or stirring to dissolve in liquid (see Example 1 comprising 
spray dried fish gelatin), the network formed by sublimation spontaneously dissolves upon 
contact with liquid without needing additional energy input. Therefore, the product of the 
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presently claimed invention is uniquely created by the process of sublimation, which gives 
it different properties and characteristics than the products of the prior art. 

The Examiner's quotation of MPEP §21 13 at paragraph 14 of the Office 
Action does not counter Applicants' position set forth above. The Examiner merely points 
out that patentability of a product is based on the product itself and does not depend on its 
method of production, if the product in the product by process claim is the same as the 
product of the prior art. That is simply not the case here. The product of the present 
invention is different in structure and characteristic from the product of Stroh. The 
Examiner's statement that "[i]n the present case, the product-by-process claim produces 
the same product as the prior art" is completely unfounded and flies in the face of all 
evidence presented heretofore regarding the structural features imparted by the claimed 
sublimation process. The Examiner provides no reasonable basis upon which her position 
can be defended. One of ordinary skill in the art would readily recognize that sublimation 
imparts certain structural features to a composition (such as the claimed network and 
disintegration time of the presently claimed composition) that would not be imparted by 
spray-drying. For these reasons, the present claims are a classic example of when process 
limitations should be afforded weight in the patentability determination for a product. 
With this in mind, the differences between the present claims and Stroh will be set forth 
below. 

Present claim 12 (and claims 15, 16, 19 and 20 dependent thereon) is 
directed to pharmaceutical composition in an oral solid molded fast-dispersing dosage 
form. The composition comprises an active ingredient and a non-hydrolyzed, non-gelling 
fish gelatin carrier. Importantly, the composition disintegrates within 1 to 60 seconds of 
being placed in contact with fluid. This rapid disintegration is achieved by virtue of the 
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dosage form's comprising a network of the active ingredient and the non-hydro lyzed, non- 
gelling fish gelatin carrier prepared by the process of subliming solvent from an admixture 
in the solid state. The microscopic structure of the presently claimed composition is shown 
in previously submitted Exhibit A. The network structure interconnected by a very thin 
film created by the freeze drying process is clear and accounts for the light, porous, fast- 
dissolving nature of the presently claimed composition. One of ordinary skill in the art 
would readily recognize the structure shown in Exhibit A to be one uniquely provided as a 
result of a sublimation process. 

The only similarity between the composition of Stroh and the composition 
of the present invention is that they both comprise an active ingredient and a gelatin 
carrier. The composition of Stroh and the composition of the present invention could not 
be more different . 

Present claim 12 includes the limitation that the composition disintegrates 
within 1 to 60 seconds of being placed in contact with fluid . There is no disclosure or 
suggestion of such a feature for the composition of Stroh. In fact, because the composition 
of Stroh is a spray-dried composition (a point noted by the Examiner), Applicants submit 
that its dissolution profile would resemble that shown in Example 1 of the subject 
specification, where spray dried non-gelling fish gelatin was used to prepare the tablet of 
the present invention and a magnetic stirrer was required to achieve full dissolution. 

The Examiner alleges that since Stroh contains the same ingredients as the 

present composition, it, too, would form a network and thus possess the same 

disintegration time. The Examiner further alleges that Applicants have not provided a 

factual showing that the structure of Stroh is not a network. The Examiner's allegation 

omits several key words regarding the claimed network; more specifically, Applicants do 
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not need to show that the structure of Stroh is not a network, but rather that it is not a 
network prepared by the process of sublimation . And, in fact, no such factual showing is 
necessary as both the Examiner and the Applicants agree that Stroh makes its composition 
by spray-drying. Regardless, Applicants have made a significant factual showing on this 
point. The microscopic structure of the composition of Stroh would resemble that shown 
in previously submitted Exhibit B. The individual or stand-alone globular shape of spray- 
dried gelatin is clear. The spray-drying of Stroh does not and can not create the unique 
network structure of the presently claimed invention as shown in previously submitted 
Exhibit A. In other words, the pharmaceutical composition of the present invention may 
have the same chemical composition as Stroh, but the physical properties thereof are 
entirely different by virtue of processing. 

Since Stroh fails to disclose all the claim elements, it does not anticipate the 
present claims. In addition, since Stroh fails to suggest all the claim elements, it does not 
render the present invention obvious. Stroh fails to disclose or suggest at least certain key 
features of the present invention, namely the use of a non-hydrolyzed, non-gelling fish 
gelatin carrier in a molded pharmaceutical composition that disintegrates within 1 to 60 
seconds of being placed in contact with fluid and where the composition comprises a 
network of the active ingredient and the non-hydrolyzed, non-gelling fish gelatin carrier. 
More specifically, the network of the end product of Stroh is fundamentally different from 
the network of the presently claimed invention, as the claimed network is formed by a 
process of sublimation creating a unique, porous and light network structure, which 
spontaneously dissolves when in contact with fluid. Accordingly, Applicants respectfully 
request withdrawal of the §102 and §103 rejections. 
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In view of the foregoing remarks, favorable reconsideration and passage to 
issue is respectfully requested. Should the Examiner believe that issues remain 
outstanding, the Examiner is respectfully requested to contact Applicants' undersigned 
attorney in an effort to resolve such issues and advance the case to issue. 

Applicants' undersigned attorney may be reached in our New York office 
by telephone at (212) 218-2100. All correspondence should continue to be directed to our 
below listed address. 

Respectfully submitted, 



/Elizabeth F. Holowacz/ 
Elizabeth F. Holowacz 
Attorney for Applicants 
Registration No.: 42,667 
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